Cipla

CERTIFICATE OF ANALYSIS
s CEPTHOPHUKAT AHAJIM3A

Page 1 0of4/Crp.1u34

Product: SENADE TABLETS 13,5 mg

Ipoaykr: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepast N : 482035

Batch Quantity / Oobem cepum:

5850 packs / ynakosok

AR Ne / Anamurryeckuii oraer No :

ARF/081/2022 | Date of Analysis / lara amammza: 30.03.2022

Date of Mfg / Jlata npoussojacrea: _ 03/2022

Date of Expiry / Tonen go:

02/2025

Analysis performed according ND / Anaxms nposenén mo HJL: TINO 13745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / Tloka3zareis

Result / Pe3yneTarhl

Specification / Hopma

1 | Description / Onucanue

Complies / CooTBercTBYyET

Flat circular tablets from brown to dark-brown with
bevelled edges and disseminations. It has CIPLA
monograti embossed on one side and central bréak-
line on the other. / IInockue kpyrabie TabneTku co
CKOIIEHHBIME KPASIME OT KOPHYHEBOTO 10 TEMHO-
KOPHYHEBOTO LBeTa ¢ Bkparnenmavy. Ha omnoit
cropoHe TabneTku BriasieHo cnoso «CIPLA», Ha
JIPYTO¥i - TMHUS PA3/IoMa. '

2 | Identification / [IOZTHHEOCTS

2a) | Anthraquinone glycosides / Complies / Ammoniacal solution turns a reddish colour /
e CooTsercTByeT S:e?fmnsaﬂue aMMHa4YHOTO PacTBOpa B KPACHBI
2b) | Methyl Parahydroxybenzoate Complies / Retention time of the principle peak in the
(HPLC)/ CooteercTByeT chromatogram of the sample solution should
Merunmaparuapokcubens3oar corresponds to the retention time of the principle
(B2XX) peak in the chromatogram of the Methyl

Parahydroxybenzoate standard solution (refer test
«Methyl Parahydroxybenzoate») / Bpemsa
yIEpP;KUBAHIS OCHOBHOIO [IMKA HA XPOMAaTOrpamme
ACTIBITYEMOTO PacTBOpa NODKHO COOTBETCTBOBATE
BPEMEHH yZIepP)KUBAHHA OCHOBHOIO NHKa Ha
XpOMaTOrpaMme CTAHAAPTHOTO PacTsopa
MeTunnaparuapokcubdensoara (pasnen
«Mertnnnaparuapokcubensoar).

3 | Average weight / Cpenuss
macca

186.42mg / 186,42mr

189.99 mg +7.5% / 189,99 mr £7,5%

Remarks : The Product conforms to ND/
Mpumeyanme: MNpoaykT cooteeTcTeyeT TpebosaHmam HI

Conclusion : APPROVED /
3akntoyenne: OQOBPEHO

Checked by QC In-Charge/™ =
NokymeHT npoeepeH OKK: ]l Glanee

Approved by QA In-Charge /
[okymeHT opaobpen OOK:

Date /

i 2003207 2—
ara:

= oo

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, lndla
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[Product: SENADE TABLETS 13,5 mg

Iponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepus Ne : 482035 Batch Quantity / OGbem cepun: 5850 packs / ynaxkorox
AR No / Anamruaeckuii oraer Ne : ARF/081/2022|Date of Analysis / [lata ananmsa: 30.03.2022
Date of Mfe / Jara npoussoacrsa: 03/2022 Date of Expiry / I'ogen no: 02/2025

Analysis performed according ND / Amaimms nposenén mo HJL: [TN013745/01-091017, M3m. Ne 1 ot 17.04.2020

Ne Test / MoxkaszaTenn '

Result / Pe3yabTaTs

Specification / Hopma

4 | Uniformity of weight /
OnHOPOOHOCTD MO MAcce

Complies / CooteercTByeT

18/20 tablets NMT + 7.5 % / 18/20 ne Gonee +7,5
%
2/20 tablets NMT +15% / 2/20 ue 6onee + 15%

5 | Loss on drying / Tloreps B 1.8% | NMT 6.0 % / He 6omee 6,0 %
MACCE NPH BICYUMBAHUM - |
6 | Dissolution / 81 - 90% NLT 70 % (Q) of sennosides in 120 minutes
Pacrsopenue He menee 70 % (Q) cenno3umos 4epe3 120 mun
7 | Uniformity of Dosage units / AV =52 The acceptability index forn =10 AV <L1.

OnHOPOIHOCTE NO3UPOBAHIH

In the case where the value of AV exceeds L1, a
test is carried out on the following 20 samples. For
n=30

AV <L1. All values of xi must satisfy the
inequality:

M-xi| 0,01 x L2 x M.

L1=150;L2=250.

Tloxazarene mpuemnemocty mis n=10 AV < L1,

B cny4ae, eciu 3Ha4denne AV npessimaer L1,
MIPOBOMIAT HCIbITAHHE HA cneayomux 20 oGpasnax.
Jna n=30 AV <L1. Bce 3HaYeHus Xi TOMIKHBI
YIOBJIETBOPSTL HEPABEHCTBY:

[M=xi| 0,01 x L2 x M.

L1=15,0,L2=25,0.

"8 | Assay  (Spectrophotometry)
Konuuecrsennoe onpeneyneHye

(CnexrpodoTomerpus)

13.93 mg/tab /

13,93 mr/Tab

From 12.15 to 15.53 mg (from 90.0 to 115.0 %) of
sennosides calculated as sennoside B in one tablet. /
Ot 12,15 no 15,53 mr (ot 90,0 no 115,0 %)
CCHHO3HUJIOB B MEPECYETE HA CeHHo3un B B oxHoH
Tabnerke.

Remarks : The Product conforms to ND/
MNpumeyanue: MNMpoaykT coorBeTcTRYET TpebosaHuam H/J

Conclusion : APPROVED /
3aknrouyenue: OQOBPEHO

Checked by QC In—Chargef ok

HokymeHT nposepeH OKK: }3 L) e

Approved by QA In-Charge /
HokymeHT ogobpen OOK:

Date /

fata: B0.03.2022

Date / 20 0% % 5

Hara:
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-

Page 3 of4/Crp.3 n3 4

Product: SENADE TABLETS 13,5 mg

Tponykt: CEHAJIE®, TABJIETKH 13,5 mr

Batch No / Cepusa Ne: 482035

Batch Quantity / O9bem cepum:

5850 packs / ynakosox

AR No / Ananmuraveckwnii oTger No ;

ARF/081/2022 | Date of Analysis / Tara ananmza: 30.03.2022

03/2022

Date of Mfg / /lara npou3soacrea:

Date of Expiry / I'ogen mo:

02/2025

Analysis performed according ND / Anasms nposeaén o HJI: IT N013745/01-091017, Mam. Ne 1 ot 17.04.2020

Ne Test / lokazarens Result / PesyabraTo Specification / Hopma
9 | Content of Methyl 0.043 mg/tab 0.028 — 0.056 mg/tab. / Ot 0,028 5o 0,056 Mr/Ta5.

parahydroxybenzoate(HPLC)/
Conepxanue
MeTHIRaparuApokcubensoara D043 siilab
(BOXX)

10 | MICROBIAL LIMIT TEST/ Mukpo6uonoruueckasi 9HcTOTa

10a) | Total Aerobic microbial count /

- Obmee ynCcno a3poOHBIX <10 Not more than 10° cfu/ g / He 6onee 10* /r

MHKPOOPTaHH3MOB

105) | Total combined yeast and mould Not more than 10° cfu/ g /He Gonee 107 /r
count / Obmee yucio <10
TUIECHEBBIX M JIPOMIKEBBIX
rpuboB

10¢) | Bile tolerant gram-negative Absent /OtcyTcTBYIOT Not more than 10° / g / He Gonee 10° /r
bacteria/ Ycroiiuussie k
HAEHCTBUIO JKeJT9H
rpaMOTPHLATENLHbIC GaKTepUH

10d) | Staphylococcus aureus Absent /OtcyTcTByIOT Absentin | g/ OrcyrcrBue B 1 ¢

10e) | Escherichia coli Absent /OrcyrcTByOT Absentin 1 g/ OrcyrcrBue B 1 1

10f) | Salmonella Absent / OtcyTcTByIOT Absentin 10 g / Orcyrcreue B 10 g

Remarks : The Product conforms to ND/
Mpumeyanue: MNpogykr COOTBeTCTBye'r Tpebosaruam HI

Conclusion : APPROVED /
3akntouenune: O0OBPEHO

Checked by QC In- Chargel

Approved by QA In-Charge /

[okymeHT nposeper OKK: 4’3 &) cr it HokymeHT opobper OOK: @@
.Date / 20.02.20622 Date / 7,0.0%7 )
[ara:; Lara:

FMQC003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, Ind1a
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512
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CEPTUOHUKAT AHAJIM3A
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Product: SENADE TABLETS 13,5 mg

MNponyxr: CEHAJIE®, TABJETKH 13,5 mr

Batch No / Cepust Ne: 482035

Batch Quantity / O6pem cepun:

5850 packs / ynaxosox

AR No / Anamuraaecknii oraer No : ARF/081/2022 | Date of Analysis / [lara ananuza:  30.03.2022

03/2022

Date of Mfe / Jlata npou3BoacTsa:

Date of Expiry / T'open no:

02/2025

Analysis performed according ND / Amamus nposenén mo HJi: ITN013745/01-091017, Msm. Ne 1 ot 17.04.2020

Ne Test / IlokazaTeanb

Result / PesyabraTsl

Specification / Hopma

11 | Package / Ynaxosxka
in a blister made of

OnucTep U3 IUIEHKH

(nonHu3THIEHOBOH/

I10 IPUMEHEHHIO.

Package / Ymakosxka - 20 tablets

PVC/PE/PVDC film and
aluminum foil, 25 blisters with
25 patient information leaflets in
a carton. / ITo 20 tabnetok B

TIOIHBUHHIDUIOPHTHOH

NOHBHHHIASHXIOPHAHOMN) 1
amIOMHHHEBOH doery, no 25

6AMCTEPOB B KAPTOHHYIO TIAUKY
C BIIOJKEHHEM 25 HHCTPYKUHH

Package / Ynaxoska - 20 tablets in a blister made of
three-layer PVC/PE/PVDC film and aluminum foil. 2
or 3 blisters and a patient information leaflet in a
carton. 20 tablets in a blister made of PVC
PE/PVDC film and aluminum foil, 25 blisters with
25 patient information leaflets in a carton. / ITo 20
TabaeTok B OIUCTED M3 MUIEHKU TPEXCIOHHOM
(MIBX/T/MBAX) u amomunueso# donern. ITo 2
wia 3 6arcTepa BMeCTe C HHCTPYKLHeit 110
NPUMEHEHHIO B KapTOHHYIO nauky. [1o 20 rabnerox
B OJMCTED W3 MIEHKA NONHBUHAIXIOPHAHOH
(mosMaTHAEHOBOH / ONUBUHIIAEHXIIOPHIHO) K
AFOMHHHMEBOH (OB, 110 25 GIHCTEpPOB B
KapTOHHYIO NA4Ky C BIOXKEHHeM 25 HHCTPYKLHIA 1o
NPHMEHEHHIO.

12 | Labeling / Mapkuposka According to ND /

B coorsercruu ¢ HJI

13 Storage conditions / Ycnosus

XPaHEHNA Bbime 25 °C.

In a dry place, at temperature below 25 °C. / B cyxoM MecTe IIpH TEMITEPATYpE He

14 Shelf life / Cpok rogsocTu 3 years /3 ropa

Remarks : The Product conforms to ND/
Npumeuanne: Mpoaykr cooteeTcTByeT TpebosaHuam HI

Conclusion : APPROVED /
3axnmouenune: OQOBPEHO

Checked by QC In-Charge /- Approved by QA In-Charge /

[lokymeHT nposepeH OKK: ﬁg Saut LlokymeHT ofo6peH OOK: o
Date / 26.02 2622 Date / G = Tle A0 N Ly
[arta: Hara:

FMQCO003-15-06

Cipla Ltd.,Cipla House, Peninsula Business Park, Ganpatrao Kadam Marg, Lower Parel, Mumbai - 400013, India.
At : Simchem Pvt. Ltd., Plot No. 60-65, Tuem Industrial Estate, Tuem, Pernem Goa -403512




